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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 16 July 2003 . 
2a)Kl This action is FINAL. 2b)Q This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11, 453 O.G. 21 3. 

Disposition of Claims 

4) [EI Claim(s) 1-5,51-57,69-72,79.81.82 and 86 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) |El Claim(s) 1-5,51-57.69-72.79.81 and 82 is/are allowed. 

6) [X] Ciaim(s) 86 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)Q accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§ 119 and 120 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)QAII b)\J Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 

Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of informal Patent Application (PTO-152) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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Final Action 

1 . The applicant's Response (filed 16 JUL 03) to the Office Action has been entered. Following the 
entry of the claim amendment(s), Claim(s) 1-5, 51-57,69-72, 79, 81-82 and 86 is/are pending. Rejections 
and/or objections not reiterated from the previous office action are hereby withdrawn. The following 
rejections and/or objections are either newly applied or reiterated. They constitute the complete set 
presently being applied to the instant application. 

DRAWINGS 

2. The 21 sheets of formal drawings filed 1 1 APR 02 with this application have been approved by 
the Examiner under 37 CFR 1 .84 or 1 .1 52. 



Sequence Rules 

3. This application now complies with the sequence rules and the sequences have been entered by 
the Scientific and Technical Information Center. 

Response to Applicant's Amendment/ Arguments And Reason for Allowance 

4. Claim(s) 1-5, 51-57,69-72, 79, 81-82 and 86 is/are deemed to be allowable over the prior art of 
record in light of the applicant's amendment filed 16 JUL 03 and the persuasive argument(s) therein. 

New Grounds of Rejection - 

35 USC § 112 - 1st Paragraph 

5- The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and using it, in 
such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and use the same and shall set forth the best mode contemplated by the inventor of carrying out his 
invention. 
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Claim Rejections under 35 USC § 1 12- 1st Paragraph 

6. Claims 86 is/are rejected under 35 U.S.C. 112, first paragraph, because the specification does 
not reasonably provide enablement for the invention recited in Claim 86. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly connected to make 
the invention recited in this claim without undue experimentation. 

In In re Wands, 858 F.2d 731,737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988) the court 
considered the issue of enablement in molecular biology. The Court summarized eight factors to be 
considered in a determination of "undue experimentation". These factors include: (a) the quantity of 
experimentation necessary; (b) the amount of direction or guidance presented; (c) the presence or 
absence of working examples; (d) the nature of the invention; (e) the state of the prior art; (f) the relative 
skill of those in the art; (g) the predictability of the art; and (h) the breadth of the claims. The Court also 
stated that although the level of skill in molecular biology is high, results of experiments in molecular 
biology are unpredictable. 

To begin, as regards the nature of the invention, the claimed invention is drawn to a method of 
treating genetic disorders by administering to a subject in need thereof a composition comprising the 
DNA-binding molecule of Claim 1 . There is no direction or guidance presented as regards the dosage 
regime of the composition provided. Also, there is no data in the specification supporting the use of the 
composition as treatment of a genetic disorder. While the relative skill in the art is very high (the Ph.D. 
degree with laboratory experience), it is highly unpredictable, if a particular composition can be used to 
treat a single genetic disorders, much less the thousands which are known. Finally, the specification 
provides a no working examples of a genetic disorder that is treated (i.e.ameliorates symptoms thereof). 
Accordingly, it is concluded that undue experimentation is required to use the invention as claimed. See 
M.P.E.P. §§ 706.03(n) and 706.03(z). 

Furthermore , in addition to the enablement requirement, 35 USC 1 12, 1st paragraph requires a 
"written description". To satisfy the written description requirement, a patent specification must describe 
the claimed invention in sufficient detail that one skilled in the art can reasonably conclude that the 
inventor had possession of the claimed invention. See, e.g., Vas-Cath, Inc. v. Mahurkar, 935 F.2d at 
1563, 19 USPQ2d at 1 1 16. In the examiner's opinion, at least for the reason(s) recited above in the 
enablement rejection, the specification fails to satisfy the written description requirement, because the 
specification of the instant application fails to describe the claimed invention in sufficient detail that one 
skilled in the art can reasonably conclude that the inventor had possession of the claimed invention. It is 
noted that the only mention of the method recited in Claim 86 is a remark on page 27 wherein the 
applicant states "The invention also relates to a pharmaceutical composition comprising a DNA-binding 
compound of the invention in association with a physiologically acceptable excipient, carrier, adjuvant, 
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stabilizer or vehicle. The composition may be administered orally, sub-cutaneously, topically, rectally, 
intravenously, intramuscularly or by inhalation spray. The compounds and compositions of the invention 
may be used in therapy, particularly in the treatment of disorders of genetic origin". 

GENERAL PRINCIPLES GOVERNING COMPLIANCE WITH THE "WRITTEN DESCRIPTION" REQUIREMENT FOR APPLICATIONS 

This requirement is separate and distinct from the enablement requirement. See, e.g., Vas-Cath, 
Inc. v. Mahurkar, 935 F.2d 1555, 1560, 19 USPQ2d 1111, 1114 (Fed. Cir. 1991). The written description 
requirement has several policy objectives. "[T]he essential goal' of the description of the invention 
requirement is to clearly convey the information that an applicant has invented the subject matter which is 
claimed." In re Barker, 559 F.2d 588, 592 n.4, 194 USPQ 470, 473 n.4 (CCPA 1977). Another objective is 
to put the public in possession of what the applicant claims as the invention. See Regents of the 
University of California v. Eli Lilly, 119 F.3d 1559, 1566, 43 USPQ2d 1398, 1404 (Fed. Cir. 1997), cert, 
denied, 523 U.S. 1089 (1998). The written description requirement of the Patent Act promotes the 
progress of the useful arts by ensuring that patentees adequately describe their inventions in their patent 
specifications in exchange for the right to exclude others from practicing the invention for the duration of 
the patent's term. 

To satisfy the written description requirement, a patent specification must describe the claimed 
invention in sufficient detail that one skilled in the art can reasonably conclude that the inventor had 
possession of the claimed invention. See, e.g., Vas-Cath, Inc. v. Mahurkar, 935 F.2d at 1563, 19 
USPQ2d at 1 1 16. Much of the written description case law addresses whether the specification as 
originally filed supports claims not originally in the application. The issue raised in the cases is most often 
phrased as whether the original application provides "adequate support" for the claims at issue or whether 
the material added to the specification incorporates "new matter" in violation of 35 U.S.C.132. 

The "written description" question similarly arises in the interference context, where the issue is 
whether the specification of one party to the interference can support the newly added claims 
corresponding to the count at issue, i.e., whether that party can "make the claim" corresponding to the 
interference count. See, e.g., Martin v. Mayer, 823 F.2d 500, 503, 3 USPQ2d 1333, 1335 (Fed, Cir. 
1987). In addition, early opinions suggest the Patent and Trademark Office was unwilling to find written 
descriptive support when the only description was found in the claims; however, this viewpoint was 
rejected. See In re Koller, 613 F.2d 819, 204 USPQ 702 (CCPA 1980) (original claims constitute their 
own description); accord In re Gardner, 475 F.2d 1389, 177 USPQ 396 (CCPA 1973); accord In re 
Wertheim, 541 F.2d 257, 191 USPQ 90 (CCPA 1976). It is now well accepted that a satisfactory 
description may be in the claims or any other portion of the originally filed specification. These early 
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opinions did not address the quality or specificity of particularity that was required in the description, i.e., 
how much description is enough. 

An applicant shows possession of the claimed invention by describing the claimed invention with 
all of its limitations using such descriptive means as words, structures, figures, diagrams, and formulas 
that fully set forth the claimed invention. Lockwood v. American Airlines, Inc., 107 F.3d 1565, 1572, 
41 USPQ2d 1961, 1966 (Fed. Cir.1997). Possession may be shown in a variety of ways including 
description of an actual reduction to practice, or by showing that the invention was "ready for patenting" 
such as by the disclosure of drawings or structural chemical formulas that show that the invention was 
complete, or by describing distinguishing identifying characteristics sufficient to show that the applicant 
was in possession of the claimed invention. See, e.g., Pfaff v. Wells Electronics, Inc., 525 U.S. 55, 68, 
119 S.Ct. 304, 312, 48 USPQ2d 1641, 1647 (1998); Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406; 
Amgen, Inc. v. Chugai Pharmaceutical, 927 F.2d 1200, 1206, 18 USPQ2d 1016, 1021 (Fed. Cir. 1991) 
(one must define a compound by "whatever characteristics sufficiently distinguish it"). An application 
specification may show actual reduction to practice by describing testing of the claimed invention or, in 
the case of biological materials, by specifically describing a deposit made in accordance with 37 CFR 
1 .801 et seq. See also Deposit of Biological Materials for Patent Purposes, Final Rule, 54 FR 34,864 
(August 22, 1989) ("The requirement for a specific identification is consistent with the description 
requirement of the first paragraph of 35 U.S.C. 112, and to provide an antecedent basis for the biological 
material which either has been or will be deposited before the patent is granted." Id. at 34,876. "The 
description must be sufficient to permit verification that the deposited biological material is in fact that 
disclosed. Once the patent issues, the description must be sufficient to aid in the resolution of questions 
of infringement." Id. at 34,880.). Such a deposit is not a substitute for a written description of the claimed 
invention. The written description of the deposited material needs to be as complete as possible because 
the examination for patentability proceeds solely on the basis of the written description. See, e.g., In re 
Lundak, 773 F.2d 1216, 227 USPQ 90 (Fed. Cir. 1985). See also 54 FR at 34,880 ("As a general rule, the 
more information that is provided about a particular deposited biological material, the better the examiner 
will be able to compare the identity and characteristics of the deposited biological material with the prior 
art."). A question as to whether a specification provides an adequate written description may arise in the 
context of an original claim which is not described sufficiently (see, e.g., Eli Lilly, 1 19 F.3d 1559, 43 
USPQ2d 1398), a new or amended claim wherein a claim limitation has been added or removed, or a 
claim to entitlement of an earlier priority date or effective filing date under 35 U.S.C. 119, 120, or 365(c). 
Most typically, the issue will arise in the context of determining whether new or amended claims are 
supported by the description of the invention in the application as filed (see, e.g., In re Wright, 866 F.2d 
422, 9 USPQ2d 1649 (Fed. Cir. 1989)), whether a claimed invention is entitled to the benefit of an earlier 
priority date or effective filing date under 35 U.S.C. 119, 120, or 365(c) (see, e.g., Tronzo v. Biomet, Inc., 
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156 F.3d 1154, 47 USPQ2d 1829 (Fed. Cir. 1998); Fiers v. Revel, 984 F.2d 1164, 25 USPQ2d 1601 
(Fed. Cir. 1993); In reZiegler, 992 F.2d 1197, 1200, 26 USPQ2d 1600, 1603 (Fed. Cir. 1993)), or whether 
a specification provides support for a claim corresponding to a count in an interference (see, e.g., Fields 
v. Conover, 443 F.2d 1386, 170 USPQ 276 (CCPA 1971)). 

A lack of adequate written description issue also arises if the knowledge and level of skill 
in the art would not permit one skilled in the art to immediately envisage the product claimed from the 
disclosed process. See, e.g., Fujikawa v. Wattanasin, 93 F.3d 1559, 1571, 39 USPQ2d 1895, 1905 (Fed. 
Cir. 1996) (a "laundry list" disclosure of every possible moiety does not constitute a written description of 
every species in a genus because it would not "reasonably lead" those skilled in the art to any particular 
species); In re Ruschig, 379 F.2d 990, 995, 154 USPQ 118, 123 (CCPA 1967) ("If n- 
propylamine had been used in making the compound instead of n-butylamine, the compound of claim 13 
would have resulted. Appellants submit to us, as they did to the board, an imaginary specific example 
patterned on specific example 6 by which the above butyl compound is made so that we can see what a 
simple change would have resulted in a specific supporting disclosure being present in the present 
specification. The trouble is that there is no such disclosure, easy though it is to imagine it.") (emphasis in 
original); Purdue Pharma LP. v. Faulding Inc., 230 F.3d 1320, 1328, 56 USPQ2d 1481, 1487 (Fed. Cir. 
2000) ("the specification does not clearly disclose to the skilled artisan that the inventors * * * considered 
the □ ratio to be part of their invention * * *. There is therefore no force to Purdue's argument that the 
written description requirement was satisfied because the disclosure revealed a broad invention from 
which the [later-filed] claims carved out a patentable portion"). 

Conclusion 

7. Claim(s) 1-5, 51-57,69-72, 79, 81 and 82 is/are allowable while Claim(s) 86 is/are rejected 
and/or objected to for the reason(s) set forth above. 

8. Applicant's amendment necessitated the new grounds of rejection. Accordingly, THIS ACTION 
IS MADE FINAL. See M.P.E.P. § 706.07(a). Applicant is reminded of the extension of time policy as set 
forth in 37 C.F.R. § 1.136(a). 

A SHORTENED STATUTORY PERIOD FOR RESPONSE TO THIS FINAL ACTION IS SET TO EXPIRE THREE 
MONTHS FROM THE DATE OF THIS ACTION, IN THE EVENT A FIRST RESPONSE IS FILED WITHIN TWO MONTHS OF THE 
MAILING DATE OF THIS FINAL ACTION AND THE ADVISORY ACTION IS NOT MAILED UNTIL AFTER THE END OF THE 
THREE-MONTH SHORTENED STATUTORY PERIOD, THEN THE SHORTENED STATUTORY PERIOD WILL EXPIRE ON THE 
DATE THE ADVISORY ACTION IS MAILED, AND ANY EXTENSION FEE PURSUANT TO 37 C.F.R. § 1.136(a) WILL BE 
CALCULATED FROM THE MAILING DATE OF THE ADVISORY ACTION. IN NO EVENT WILL THE STATUTORY PERIOD FOR 
RESPONSE EXPIRE LATER THAN SIX MONTHS FROM THE DATE OF THIS FINAL ACTION 
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9. Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Ethan Whisenant, Ph.D. whose telephone number is (703) 308-6567. The examiner can 
normally be reached Monday-Friday from 8:30AM -5:30PM EST or any time via voice mail. If repeated 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, W. Gary 
Jones, can be reached at (703) 308-1 152. 

The fax number for this Examiner is (703) 746-8465. Before faxing any papers please inform the 
examiner to avoid lost papers. Please note that the faxing of papers must conform with the Notice to 
Comply published in the Official Gazette, 1096 OG 30 (November 15, 1989). Any inquiry of a general 
nature or relating to the status of this application should be directed to the group receptionist whose 
telephone number is (703) 308-0196. 

♦ Please note that the USPTO is scheduled to relocate to its new home in Alexandria, VA very soon (JAN 
04'). As a result, t he examiner's telephone and desktop FAX numbers will be changing. The new 
telephone and desktop FAX numbers for Ethan Whisenant, Ph.D. are/will be as shown below: 
New Telephone number : (571) 272-0754 
New FAX number : (571) 273-0754. 
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